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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 13-19,22,34 and 35 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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8) D Claim(s) are subject to restriction and/or election requirement. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

1. Claims 13-19, 22, 34, and 35 are pending. Claim 34 is withdrawn. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claim 35 is rejected under 35 U.S.C. 102(b) as being anticipated by Bolduc et al. (US 
6,193,734). Bolduc et al. discloses a method for delivering a coupler into a blood vessel, the 
coupler comprising a fixed saddle (top circle of 54a; fig. 27), a channel (through bottom circle of 
54a) wherein the channel comprises a first end connected to the saddle and a second end, a 
tissue clamp (82A) positioned around the channel and a flange formed adjacent to the second 
end of the channel (ends 84a), the method comprising the steps of engaging the channel of the 
coupler, engaging the tissue clamp and bending the tissue clamp away from the saddle (see fig. 
19) , making an incision into the blood vessel (aortic punch; col. 6 II. 40-44), delivering the 
coupler into the blood vessel through the incision, securing the saddle to the blood vessel, and 
releasing the tissue clamp so that the clamp conforms to the fixed saddle (fig. 27; col. 11, II. 4- 
9). 

Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. Claims 13-19 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Berreklouw (WO 00/24339) in view of Akin et al. (US 6,458,140) and Hailing (US 4,779,901). 
Berreklouw discloses a method of connecting two conduits comprising the steps of positioning a 
first saddle of a first coupler having a first channel within a first conduit so that a portion of the 
first coupler is positioned on an inside wall of the first conduit and another portion of the first 
couple is positioned on an outside wall of the first conduit, positioning a second saddle of a 
second coupler having a second channel within a second conduit so that a portion of the second 
coupler is positioned on an inside wall of the second conduit, and another portion of the second 
coupler is positioned on an outside wall of the second conduit, clamping the first conduit to the 
first saddle of the first coupler, clamping the second conduit to the second saddle of the second 
coupler and connecting the first and second coupler (see fig. 16 which shows the claimed 
structure positioned within two conduits with the wall of each conduit clamped between two 
portions a coupler). Berreklouw fails to disclose a first flange on the first coupler in alignment 
with a second flange on a second coupler wherein the method includes mating surfaces of the 
couplers and crimping a clamping ring around the flanges to secure them to each other, the first 
and second flanges being separated from the first and second conduits, respectively. 

6. However, Akin et al. teaches that it is well known to provide a longer flow channel 
between two vessels that are being joined by a side-to-side anastomosis. Akin et al. discloses a 
pair of couplers used during an anastomosis procedure, wherein the couplers have portions 
which are spaced from their respective conduits (see for example figs. 9-1 1b) due to the length 
of the portions of the couplers extending between the two vessels being joined (compared to 
embodiment shown in fig. 7d). These lengthened portions together form a flow channel or shunt. 
It would have been obvious to one skilled in the art to have modified Berreklouw to increase the 
length of the couplers so that they form a flow channel as taught by Akin et al. Akin et al. 
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teaches providing a ring (122; fig. 11b) around the mating surfaces of the couplers but does not 
disclose providing two flanges on the couplers and crimping a clamping ring around the flanges. 
However, clamping rings around mating flanges is a well known technique for joining two 
conduits together as illustrated by Hailing (see fig. 1 , 2; "88" around "24" and "58"). It would 
have been well within the purview of one skilled in the art to change the mating structure of the 
device of Berreklouw to increase the length of the couplers such that the two vessels are 
spaced apart and a longer flow channel is formed between them as taught by Akin et al. as well 
as adding mating flanges held together by a clamping ring as taught by Hailing as such a 
modification would have been considered a substitution of one known method of coupling two 
conduits for another known method of coupling two conduits. Furthermore, it is well known to 
crimp down a clamping ring to ensure that the ring will not be displaced. 

7. Regarding claims 14 and 15, the method includes making a first incision and positioning 
the first saddle within the first conduit (p. 20, II. 25-27). Berreklouw only expressly discloses 
making one incision (although two holes are shown in fig. 16) but because claims 15 and 14 
each depend from 13, the designation of which conduit, saddle, and coupler is "first" and which 
is "second" can be changed so that the incision is made in the first or the second conduit. 

8. Regarding claims 16 and 17, the step of clamping the first conduit to the first saddle 
comprises the step of heating a first tissue clamp to a transition temperature such that the first 
tissue clamp secures the first conduit between the first tissue clamp and saddle (p. 10, line 24 - 
p. 1 1 , line 4, and p. 21 , II. 25 - p. 22, II. 4, which discloses that the flanges of the devices of 
Berreklouw may be shape memory such that, when heated, they change configuration, locking 
the device in place). 
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9. Regarding claims 18 and 19, Berreklouw discloses legs formed on the saddles that are 
bent outward (extended in an outward direction) so that the first and second conduits are 
secured between the first saddle and coupler and the second saddle and coupler, respectively. 

10. Regarding claim 22, Berreklouw fails to disclose connecting the first and second 
couplers before the steps of positioning the first and second saddle in the first and second 
conduit, respectively. However, Berreklouw does disclose that the two couplers could be made 
as an integral piece, which would result in the two couplers being connected before the first and 
second saddles are positioned within the first and second conduits. Furthermore, applicant has 
not disclosed any advantage gained, purpose served, or problem solved by joining the couplers 
together before the positioning step as opposed to joining the couplers after the positioning 
step. One skilled in the art would have expected either order of the steps to perform the function 
of joining two conduits together equally well. Therefore, it would have been prima facie obvious 
to modify Berreklouw to connect the first and second couplers before the steps of positioning 
the first and second saddles in the first and second conduits because such a modification would 
have been considered a mere design consideration that fails to patentably distinguish the 
claimed invention from the prior art of Berreklouw. 

Response to Arguments 

1 1 . Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to KATHLEEN SONNETT whose telephone number is (571)272-5576. The 
examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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